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Pursuant t o the directives of paper NO. 4 (fed 2/./02), Cairns > and 9,8 have been 

^.andCanns^-BUdded. Cairns 2-8 and ,9-3, are pending. Cainrs ,9-3, are 

wifl *wnrro ra consideration,howeve, Cain, 2 —s that t ne g ,ueose coneen«,on 

tti r * Aft «i 5 The ramifications of these 
be limited to 1-8%, and that the pH be limited to 4.0 - 5.5. 

u ♦ f*1 First claim 19 does not actually require that one have two 
differences are substantial. * irst, claim 

The "first part" does not preclude the presence of peptides, and the 
different solutions. lne tirsipau v 

,econdpa rf .doesno t p r ec,ude t hep re sen C e„f g ,ucose. Whi,e the same can be said of 
mano ate that ,he two scions cannot be the same. Cam, .9. on the other hand, 

Second ,he search for the invention of c,a,m ,9 wouid have ,o encompass so,ut,ons m 
whl c ht hepHof«he gto coseisc,oser t oph y s,o,o g ica,. Hemolysis soiutions wou,d a,so 

A Third and perhaps most important, there is no upper limit 
be potentially encompassed. Third, ana pern P 

on me concentration of g ,ucose in Ca.m ,9. Thus, a search for ,he invention of Cain, ,9 

beadnr.ns.eredtoah^ycem.cpa.ien, Or „ couid be used as par, of a to., parentera, 
nutritionprogram. 

This s„,u,io„ couid then be used for medica, applications, or research apphcations. 
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We daim .9 w«. no, be rejoined, the possibtlity of reptmng claim 23 or 26 may be 
cons ideredata,atertime. ,„ add.tion, „ ,s ,, k e ly « a Cm wou,d be.eJo.ned ,f 

07/995,106. 



Cairns 2-8 are rejected under 35 U.S.C. §112 second paragraph, as being indefinite for 
M ing to particularly point ou, and distinctly Cain, the subject matter whtch appl.cant 

regards as the invention. 

Claim 2 recites the following: 

first part housed in a firs, suture including approximately 1 to about 8% 

dextrose..." 

would be better than what is currently recited: 

which contains 1.0 - 8% (w/v) dextrose... 

. Claim 2 recites " approximately 1.0 to ^ ~£ J^T^ 
cl ai m indefinite as to the actua » <^^^ T T h 1S also concerns 
it, e.g., 0.7%..-? Is the upper limit 8% or is it e.g., iu Ac- 
claims 4, 5, 6, and 8. 

What is meant by this. Does mis, ui uu 
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are one 



amino acid long? 



, t - n „f 35 USC S103 which forms the basis for all obviousness 
The following is a quotation of 35 UbC $iuj 

rejections set forth in the Office action: 

fnSon 102 of ,h,s Me, if*. ""^tX obv,o»s atfte tae the ,nv««on 
pnorartaresuchthattesubjectmam -'^^ „ whlch slld subject matter perta,r,s. 

Subject mate, developed by ^"^,2^^^^ E^E*** 

or subject to an obligation of assignment to the sam p ^ ^ 

Uis application cur^^^ 

U S. C I 03, the examiner presumes tot the evldence to the contrary. A PP icant 

at the time any inventions covered ^^^^^^^^^^ 
is advised of the obligation under 37 C.F.R. 15b ^ ti was made in order for the examiner 

S-n.thatwasnot ^^^^i^^^^^^ 
to consider the applicability of potential 35 u.a 

, , ^TTSC §103 as being unpatentable over Okamoto (USP 
Claim 2 is rejected under 35 U.S.C. as b 

4 880 629) in view of Klein USP (5,039,609). 
' 0k amoto Closes (e.g., col 12, Itnes 66-67) a pentoneal dialysis solutton in which tbe 

container which contains a peptide solution. 

. , col 4 line 21+) compositions comprising peptides for pentoneal 
Klein teaches (e.g., col 4, line zi ) v 

u r™i 1 9 line 40+) that the peptides can be 
dialysis. In addition, the reference teaches (col 12, line ) 
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"combined with any osmotically balanced aqueous solution [.ha. is] appropriate...". Klein 
als „ does not teach that the peptide solutions should be present in a container which ,s in 
proximity to a second container which contains glucose. 

There are three separate grounds of rejection here. Firs,, i, ,s asserted that i. would have 
been obvious to comb.ne the two so.u.ions (of Okamo.o and of Klein) for additive effects. 
Kletn provides some motivation for doing this, as mdicated. However, whether or not 
applicants agree with <h,s first assertion by the exarmner, there is a second assertion, wh,ch 
is that it wou!d have been obvious to use the two solutions sequentially for additive effects. 
Even if it is true that applicants have obtained some sort of "unexpected results" for the 
combination of the two solutions (glucose and peptides), it does no, necessarily follow 
.herefrom that .he property of "unexpectedness" extends to ,he use of the two 

solutions for d,alys,s. There is a third perspective on this, which is that claim 2 does no. 
ac.ua.ly require .ha. tire two soiutions be used on tire same patien., or ,ha. .heir use be 
recommended by me same physician. Claim 2 only requires to a, one location there 
exists a "first structure", and that at another location mere exists a "second structure". The 
"first structure" and the "second structure" could both be present in the same supply room 
on, e.g„ the third floor of a hospital. Or the "first structure" might be present on the second 
floor of a hospital, and the "second structure" might be present on the 10th floor of the same 
hospital. Or the "first structure" might be present in a hospvta. located in Philaddphia, 
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, • u, he oresent m a hospital located in Chicago. The 
and the "second structure" m,gh. be present 

♦ within e r 3000 miles of one another, they wou 
containers are present within, e.g., 

requirements of claim 2. 
Thus, the claim is rendered obvious. 

a der35USC §103as being unpatentable over Klein (U.S. 
Claims 2-3 are are rejected under 35 U.b.L. § 

x • • stpudle (U.S. Patent 5,011, 826). 
Patent 5,039,609) in view of Steudle (U 
Seated, K,e, n teaches to ,pep«esca n heused,„ad,a, y sis*o, preference 
Asinaicdic , 

beptesent . Kle ,„ d oesnotteachd 1 at gta cose m a yb ec„ rab -ned, n ,hes M ueso,u„on. 

„ ( co,4 .nesS.-S^atgiucosecanhecombiued-pepttdestna 

Steudle teaches (col 4, lines ; - +v , 
. AlthoughKleindoesuotsuggestcombinationofglucosewrth 

peritoneal dialys.s sototron. Although 

■ . wthv Steudle Thus, the claims are rendered obvrous. 
peptides, this combination rs taught by Steudle. 



, fm ,helDS The author of this is not Gordon, and lit 

sss^sssgSjsaBSSsas. r 
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No claim is allowed. 



Any concermng this communication or *» 

should be directed to David Lukton [phone number (703)308-3213]. 

to Ae G™p receptionist whose telephone number ,s (703) 308-0196. 
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